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The 



following is a quotation of the first paragraph of 35 U.S.C. 112: 



The specification shal. contain a written Ascription of 

=ss=~===£=-- 



i invention. 



2. Claimsl (anddependentdaims2-17,29,and43),and103(anddependent 
claim 104) are rejected under 35 U.S.C. 112, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to enable one 
skilled in the art to which it pertains, or with wMch it is most nearly connected, to make 

and/or use the invention. 

in In re Wands (8 USPQ2d 1400 (CAFC 1988)), the CAFC considered the issue 
of enablement in molecular biology. The CAFC summarized eight factors to be 
considered in a determination of "undue experimentation" These factors include: (a) 
the quantity of experimentation; (b) the amount of guidance presented; (c) the presence 
or absence of working examples; (d, the nature of the invention; (e) the state of the prior 
art; (f) the predictability of the prior art; (g) the breadth of the claims; and (h) the relative 
skill in the art. 

a) in order to practice the claimed invention (i.e. , a method for manufacturing 
engineered tissue), a firs, profiling step (i.e., step A), followed by a second design step 
(i.e„ step B), is followed by a manufacturing step for engineering tissue. For the actual 
manufacture step, wherein producing an engineered tissue from the aforementioned 
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profile and design steps, wou,d retire an unpredictable amount o, experimentation 
from the skilled artisan for the reasons discussed below. 

b, While the specification provides guidance (or a. least a degree of gu.dance) 
,or profiling a "norma," tissue specimen, wherein a plura,i.y o, structural indices that 
respond to statisfically significant representations o. characteristics o, t,ssue 
associated with a population, the specification does not provide guidance for 
manufacturing tissues samples with design characteristics representative o, a selected 
tjS sue population. Experimental conditions and variables that would produce the 
designed tissue are not found in the specification. 

c) The specification does no, provide working examples of a manufacture 
engineered tissue, wherein the manufactured engineered tissue have been designed in 

accordance with a profile step. 

o) The nature of the invention, which is a method for manufacturing engineered 

tissue, is complex. 

e) The prior art does not teach a method for manufacturing engineered tissues 
initiated byaprofiling step, wherein the profiling step generates a plurality o, structural 

necessary experimental conditions for manufacturing an engineered tissue. A plurality 
o, structural indices that correspond to a statistically significant representations of 
characteristics of tissues from a subset portion, wherein me population includes cel, 
density, matrix density, blood vessel density, and layer thickness, would no, be capable 
of manufacturing engineered tissues with the engineered design. 
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„ The prior art is unpredictable with regards to methods of manufacturing 
engineered tissue. Borkenhagen e, ai. (Journal o, Biomedica, Research Materials 40, 
392.400 1998), disclose a method for manufacturing engineered tissues, and 
demonstrate that the art o, manufacturing engineered tissues is unpredictable. The 
unpredictably in the art is a result (or partially a result, of me vast number of 
manufacturing/engineering variables which influence the structural indices of the 
engineered tissue (see Figures 2-10, and descriptions thereon. The prior ar, reiies on 
ex perimen,a,ion as a means of determining the proper methods for manufacturing 
engineered tissues in accordance with a given design. 

8, The daims are broad because, claiming a method for manufacturing 

in accordance with structural indices, does net enable one of sKill in the art with the 
m eans to manufacture engineered tissue in accordance with said design. 

h , The level of skill in the art of those who practice manufacturing engineered 

tissues is high. 

The skilled practitioner would firs, turn to the instan, specif.ca.ion for guidance in 
making the manufactured engineered tissue in accordance with engineered tissue 
design as claimed. However, ^.specification does no, provide sufficient guidance to 
make the engineered tissue as claimed. As such, the skilled practitioner would turn to 
tne pnor ar, for such guidance. However, the prior ar, does no, teach the rrteans to 
manufacture engineered tissue by design from a given pro,,. Finally, said practitioner 
would turn to trial and error experimentation to make the manufactured engineered 
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.issue in accordance with design, without guidance from the specffication or the prior 
art. Therefore, undue experimentation becomes the burden of the practitioner. 



3. The 



following is a quotation of the second paragraph of 35 U.S.C. 112: 
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The specification shall conclude with one or more claims particularly pointing out and distinctly 
^ JjS^SJnater which the applicant regards as h,s mvenfon. 

Claims 1-17, 29, 43, and 103-104, are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

Claims 1,17, and 29, are indefinite for reciting the term "normal" in the method of 
manufacturing engineered tissues. The claim does not set forth the conditions for 
differentiating between tissues considered "normal", and those that are "abnormal". 

Conclusion 

5. No claims are allowable. 

6. Any inquiry concerning this communication or earlier communications from the 
Examiner should be directed to Jeffrey S. Lundgren whose telephone'number is (703) 
306-3221 . The Examiner can normally be reached on Monday-Thursday from 8:00 AM 
to 5:30 PM (EST), and alternating Fridays from 8:00 AM to 4:30 PM (EST). 

If attempts to reach the examiner by telephone are unsuccessful, the Examiner's 
supervisor, Dr. Michael Woodward, can be reached at (703) 308-4028. 



Pace 6 

Application/Control Number: 09/338,904 
Art Unit: 1631 

Any inquiries of a general nature relating to this application should be directed to 
the Group Receptionist whose telephone number is (703) 308-0196. 

Papers related to this application may be submitted by facsimile transmission. 
Papers should be faxed to Group 1631 using (703) 308-0294. Please notify the 
Examiner of incoming facsimiles prior to sending papers to the aforementioned fax 
number. The faxing of such papers must conform with the notice published in the 
Official Gazette, 1096 OG (November 15, 1989.) 
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Jeffrey S. Lundgren, Ph.D. 
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